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From 


ike Presidents Desk 


“April hath put a spirit of youth in everything. (Sonnet XCVIII)” 
— William Shakespeare 


It’s Spring! 

We’re ready to start the season with the fun and educational Pacific Coast 
Conference in Asilomar, CA later this month 

(http://www.amwa.org/calendar_day.asp?date=4/27/2014&event=1493). I 
hope many of you will be able to attend and enjoy the engaging workshops 
and provocative conversations with other biomedical communicators and 
soon-to-be lifelong friends. Thank you again to our sister Northern California 
chapter and our conference co-chairs, Jenny Grodberg and Jacki Dyck-Jones, 
for all their efforts in developing such a wonderful event. 

This issue marks the start of welcoming our new members. We plan to 
welcome new members for each issue going forward. We have great 
networking meetings, like the one we held in La Jolla in March, so if you meet 
new members at our events, please make them feel like they are part of the 
AMWA family. 

We thank Wilm D’Haeze and Sally Altman for keeping us updated about 
recent regulatory approvals in both the US and EU. Dikran Toroser does a 
nice job in our monthly issues at explaining complex terms - thank you, 

Dikran, I always learn something! Many thanks to Ellen Klepack 

More events are being planned in other areas of our chapter including joint 
meeting with other societies. If you have an event you would like to suggest 
and/or host, please send me an email. Setting up an event is easy and fun to 
do, and we get more out of the chapter the more we all contribute! 


Happy Spring! 

Donna 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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WU s U P (!) . . . ai EMA 

By Wim D’Haeze 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (24 FEB 2014 THROUGH 28 MAR 2014) 

The alerts listed below cover the period from February 24, 2014 through March 28, 2014. Only key alerts 
thought to be of interest to the AMWA community were included; for additional updates and details refer to 
What’s New on the EMA website. 

GUIDELINES 

• None to report 

REPORTS/PAPERS 

• None to report 

APPROVALS/REFUSALS 


Compound 

Indication/Use 

Applicant 

Advice [Note] 

Sylvant 3 

Treatment of adult patients with multicentric 
Castleman’s disease (MCD) who are human 
immunodeficiency virus (HIV) negative and 
human herpesvirus 8 (HHV 8) negative. 

Janssen-Cilag 
International N.V. 

Positive opinion 

Olysio b 

Treatment of chronic hepatitis C (CHC) in adult 
patients. 

Janssen-Cilag 
International N.V. 

Positive opinion 

Jardiance 0 

Treatment of type 2 diabetes mellitus to improve Boehringer Ingelheim 
glycaemic control in adults as: International GmbH 

• Monotherapy: when diet and exercise alone do 

not provide adequate glycaemic control in 
patients for whom use of metformin is 
considered inappropriate due to intolerance. 

• Add-on combination therapy 

Positive opinion 

Ebilfumin d 

Treatment of influenza in patients one year of 
age and older who present with symptoms 
typical of influenza, when influenza virus is 
circulating in the community. 

Actavis Group PTC ehf 

Positive opinion 

Revinty Ellipta e Asthma: regular treatment of asthma in adults 
and adolescents aged 12 years old and older 
where use of a combination medicinal product 
(long-acting beta2-agonist and inhaled 
corticosteroid) is appropriate. 

COPD (Chronic Obstructive Pulmonary 
Disease): symptomatic treatment of adults with 
COPD with a FEV1 < 70% predicted normal 
(post-bronchodilator) with an exacerbation 
history despite regular bronchodilator therapy. 

Glaxo Group Ltd. 

Positive opinion 
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Masican f Treatment of gastrointestinal stromal tumour AB Science Negative opinion 

(GIST), a cancer of the stomach and bowel, in 
adults whose cancer cannot be removed 
surgically or has spread and is getting worse 
despite treatment with imatinib, another 
medicine used to treat this cancer. 

Entyvioa Treatment of adult patients with moderately to Takeda Pharma A/S Positive opinion 

severely active ulcerative colitis who have had 
an inadequate response with, lost response to, 
or were intolerant to either conventional therapy 
or a tumour necrosis factor alpha (TNFa) 
antagonist. 

Treatment of adult patients with moderately to 
severely active Crohn’s disease who have had 
an inadequate response with, lost response to, 
or were intolerant to either conventional therapy 
or a tumour necrosis factor alpha (TNFa) 
antagonist. 

Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting 
a final decision of the European Commission (EC). 

GENERAL ANNOUNCEMENTS 

• EMAand FDA extend pilot programme for parallel assessment of quality-by-design applications . 11 

LINKS 

EMA Website - What's New: 

http://www.ema. europa.eu/ema/index.jsp?curhpages/news_and_events/landing/whats_new.jsp&mid=WC0b01ac058004d5c4 [Link] 

a http://www.ema.europa.eu/ema/index.jsp7curhpages/medicines/human/medicines/003708/smops/Positive/human_smop_000658.jsp 
&mid=WC0b01 ac058001 dl 27 [Link] 

b http://www.ema.europa.eu/ema/index.jsp7curhpages/medicines/human/medicines/002777/smops/Positive/human_smop_000664.jsp 
&mid=WC0b01 ac058001 dl 27 [Link] 

c http://www.ema.europa.eu/ema/index.jsp7curhpages/medicines/human/medicines/002677/smops/Positive/human_smop_000668.jsp 
&mid=WC0b01 ac058001 dl 27 [Link] 

d http://www.ema.europa.eu/ema/index.jsp7curhpages/medicines/human/medicines/003717/smops/Positive/human_smop_000659.jsp 
&mid=WC0b01ac058001d127 [Link] 

e http://www.ema.europa.eu/ema/index.jsp7curhpages/medicines/human/medicines/002745/smops/Positive/human_smop_000662.jsp 
&mid=WC0b01 ac058001 dl 27 [Link] 

f http://www.ema.europa.eu/ema/index.jsp7curhpages/medicines/human/medicines/002670/smops/Negative/human_smop_000621 .jsp 
&mid=WC0b01ac058001d127 [Link] 

9 http://www.ema.europa.eu/ema/index.jsp7curhpages/medicines/human/medicines/002782/smops/Positive/human_smop_000663.jsp 
&mid=WC0b01 ac058001 dl 27 [Link] 

h http://www.ema.europa.eu/ema/index.jsp7curhpages/news_and_events/news/201 4/03/news_detail_002035.jsp&mid=WC0b01ac058 
004d5c1 [Link] 
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Whal's Up(!) . . . al FDA 

By Sally R Altman, CareFusion, San Diego 

During the last month, the Food and Drug Administration ordered a fish product manufacturer to cease 
operations, oversaw the voluntary recall of several products, issued a number of MedWatch safety alerts, and 
warned a manufacturer about deviations from current good manufacturing practices (cGMPs). The agency 
also announced the discontinuation of the sale of all combination prescription drug products containing more 
than 325 mg of acetaminophen. The agency issued several guidances for industry, scheduled several 
advisory committee meetings for the month of April, and the Division of Drug Information (DDI) hosted a Safe 
Use Initiative webinar. New drugs were approved for a variety of indications including leishmaniasis, active 
psoriatic arthritis, Hemophilia B, and migraine prophylaxis. 


Selected FDA Announcements 


3-28-14 

The FDA ordered Seattle, Washington-based Jensen’s Old Fashioned Smokehouse Inc., a 
manufacturer of smoked fish products, to cease operations. The order follows a recent FDA 
analysis of environmental samples from the company’s manufacturing plant which confirmed the 
presence of Listeria monocytogenes. L. mono can cause listeriosis, which can be fatal. 1 

3-27-14 

GlaxoSmithKline voluntarily recalled all Alii® weight-loss products from the United States and 
Puerto Rico after the discovery of possible product tampering. The company is conducting an 
investigation of the issue and alerted consumers that packages of the drug may contain an 
inauthentic product. The issue was discovered when GlaxoSmithKline received inquiries from 
consumers about bottles of the product containing tablets or capsules in a variety of shapes or 
colors. The company also disclosed that some bottles packaged in multi-bottle cartons lacked 
labels and authentic tamper-evident seals. 2 

The FDA issued a consumer warning about this recall advising consumers not to purchase Alii at 
this time. In addition, the agency advised that consumers who have purchased the drug should 
verify that all capsules in bottles are authentic. 3 

3-26-14 

The agency announced that all manufacturers of combination prescription drug products 
containing more than 325 mg of acetaminophen have discontinued marketing these products. The 
FDA had previously requested that manufacturers voluntarily withdraw such products in an effort to 
prevent severe liver damage. 4 

3-24-14 

The agency’s DDI hosted a webinar discussing the Safe Use Initiative. The webinar described the 
initiative and covered such topics as the initiative’s accountability in controlling drug risks, criteria 
used to determine partnerships and activities, and examples of the initiative’s activities. 5 The 
Division has made presentation slides available to interested parties. 6 

3-24-14 

The FDA issued a new guidance for industry on implementing Physician Labeling Requirements 
(PLRs) content and formatting requirements. The guidance is available for download on the 
agency’s website. 7 

3-19-14 

The agency has advised consumers not to purchase or use Vitaccino Coffee, a product promoted 
for weight loss, after analysis confirmed that it contains sibutramine, a controlled substance. 
Sibutramine was removed from the market in 2010 following safety concerns; the drug is known to 
increase blood pressure and/or pulse rate in some patients. 8 

3-17-14 

The FDA distributed a draft guidance for industry on bioavailability and bioequivalence studies 
submitted in new drug applications (NDAs) or investigational new drug applications (INDs). The 
guidance is available for download on the agency’s website. 9 

3-14-14 

Abbott voluntarily recalled its Freestyle® Blood Glucose Meter and the Freestyle Flash® Blood 
Glucose Meter blood glucose monitoring systems due to the possibility that the meters may 
provide inaccurate results indicating low blood glucose when used with Abbott Freestyle® test 
strips. 10 


3-14-14 Shire Pharmaceuticals voluntarily recalled one batch of VPRIV® (velaglucerase alfa for injection) 
due to the presence of visible particulate matter, which was determined to consist of stainless steel 
and barium sulfate. The company’s investigation found that the issue resulted from a deficient 
third-party supplier’s fill process. 11 On March 17, the FDA issued a MedWatch safety alert about 
the particulate matter. 12 
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3-10-14 

The FDA issued a draft guidance for industry on developing drug treatments for Chronic Fatigue 
Syndrome/myalgic encephalomyelitis. The guidance is available for download on the agency’s 
website. 13 

3-7-14 

The agency issued a MedWatch safety alert for Baxter’s DIANEAL PD-2 Peritoneal Dialysis 
Solution with 1 .5 Percent Dextrose 6000mL. The alert indicated that Baxter was voluntarily 
recalling one lot of the solution due to mold contamination. 14 In a press release announcing the 
recall, Baxter attributed the contamination to deficient container closure integrity. 15 

3-6-14 

The agency issued a MedWatch safety alert concerning Pfizer’s recall of two lots of tttexor® XK 
150 mg extended release capsules and one lot of Greenstone-branded venlafaxine HC1 150 mg 
extended release capsules due to the presence of Tikosyn® capsules. 16 In a press release, Pfizer 
indicated the issue was reported by a pharmacist who discovered that one bottle of Effexor XR 
contained one capsule of Tikosyn and that the three lots were being recalled because they were 
packaged on the same line. 17 

3-6-14 

The agency’s Office of Manufacturing and Product Quality issued a warning to Smruthi Organics 
Ltd identifying deviations from CGMPs for active pharmaceutical ingredients (APIs). The warning 
noted the company’s failure to maintain complete and accurate laboratory test data, failure to 
maintain and provide production and control records for APIs currently on the market, and 
inadequate investigation of batch failures or critical deviations. 18 

3-4-14 

The FDA issued a guidance for industry on chemistry, manufacturing and control (CMC) to guide 
holders of NDAs and abbreviated new drug applications (ANDAs) in documenting postapproval 
manufacturing changes in annual reports. The guidance is available for download on the agency’s 
website. 19 


Selected FDA Approvals 


Drug 

Indication 

Company 

Impavido® 

Impavido (miltefosine) is indicated in the treatment of a tropical 
disease called leishmaniasis in patients age 12 or older. 
Leishmaniasis is caused by the Leishmania parasite and is spread 
to humans by sand fly bites. 20 

Paladin Therapeutics 

Otezla® 

Otezla (apremilast) is indicated in the treatment of active psoriatic 
arthritis (PsA) in adults. 21 

Celgene 

Alprolix® 

Alprolix (eftrenonacog alfa) is indicated in the control and 
prevention of bleeding episodes, perioperative management of 
bleeding, and prevention or reduction of the frequency of bleeding 
episodes in adults and children with Hemophilia B. 22 

Biogen Idee 

Topamax® 

Topamax (topiramate) is indicated in migraine prophylaxis in 
patients ages 12 to 17. Topamax is the first approved treatment 
for migraine prevention in adolescents and was previously 
approved for seizure prophylaxis in adult patients. 23 

Janssen 

Pharmaceuticals 


April Advisory Committee Meetings 

4-1-14 Endocrinologic and Metabolic Drugs Advisory Committee 24 

4-22-14 Anesthetic and Analgesic Drug Products Advisory Committee 25 

4-24-14 Neurological Devices Panel of the Medical Devices Advisory Committee 26 

WEBLINKS 

• For additional information on approvals, including labeling revisions, tentative approvals, efficacy 

supplements with supporting clinical data, manufacturing changes or additions, or chemistry; new strength, 
see http://www.fda.gov/NewsEvents/Newsroom/default.htm. [Link] 

• For additional information on recalls, market withdrawals, and safety alerts, see 

http://www.fda.gov/Safety/Recalls/default.htm. [Link] 

• For information on current drug shortages, see 

http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050792.htm. [Link] 

• For information on drugs to be discontinued, see 

http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050794.htm. [Link] 
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• For Orange Book drug product list additions or deletions, see 

http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm. [Link] 

I http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm391 01 1 .htm [Link] 

2 http://www.fda.gov/safety/recalls/ucm391 004.htm [Link] 

3 http://www.fda.gov/Drugs/DrugSafety/ucm391 046.htm [Link] 

4 http://www. fda.gov/Drugs/DrugSafety/lnformationbyDrugClass/ucm390509. htm [Link] 

5 http://www. fda.gov/aboutfda/workingatfda/fellowshipinternshipgraduatefacultyprograms/pharmacystudentexperientialprogramcder/ucm 
387827.htm [Link] 

6 http://www. fda.gov/downloads/AboutFDA/WorkingatFDA/FellowshiplnternshipGraduateFacultyPrograms/PharmacyStudentExperiential 
ProgramCDER/UCM389827.pdf [Link] 

7 http://www. fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm075082. pdf [Link] 

8 http://www. fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm389591 .htm [Link] 
9 http://www. fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM389370. pdf [Link] 
10 http://www.fda.gov/Safety/Recalls/ucm389357.htm [Link] 

II http://www.fda.gov/Safety/Recalls/ucm389300. htm [Link] 

12 http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm389326.htm [Link] 
13 http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM388568.pdf [Link] 
14 http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm388323.htm [Link] 
15 http://www.fda.gov/Safety/Recalls/ucm3881 39.htm [Link] 

16 http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm388352.htm [Link] 
17 http://www.fda.gov/Safety/Recalls/ucm388329.htm [Link] 

18 http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm390278.htm [Link] 

19 http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM21 7043.pdf [Link] 
20 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm389671 .htm [Link] 

21 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm390091 .htm [Link] 
22 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm391 037.htm [Link] 
23 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm391 026.htm [Link] 
24 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm38671 6.htm [Link] 
25 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm390299.htm [Link] 
26 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm390777.htm [Link] 
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AMA-zing Style ike AMA M anual of Style Column 


By Dikran Toroser, PhD, Amgen Inc. 

Novel Clinical Measures: Number Needed to Treat (NNT) 

Clinical studies often provide large amounts of data, and frequently use relative risk (RR) and statistical 
significance at the “P < .05 level” to compare treatment effects. The “number needed to treat” (NNT) is a 
newer tool that provides an estimate of the effect of a medical intervention — highlighting the number of 
patients needed to be exposed to a drug or medical intervention over a certain period of time in order to 
achieve one beneficial event. 12 


How is NNT calculated? 

NNT can be calculated using a simplified formula: 

NNT=1 /(proportion of patients benefiting from 
intervention)-(proportion of patients benefiting 
from placebo). 

In essence, NNT is the statistical inverse of 
“incidence”. The ideal value of NNT is 1 , where 
everyone in the treatment group improves, but no 
one in the control group. Usually, the higher the NNT, 
the less effective is the treatment which indicates 
many more patients must be treated to observe a 
benefit in a few. 

The Significance of NNT in healthcare 

NNT can potentially be used as a measure to assess 
the effectiveness of healthcare interventions, and 
most importantly, compare different therapeutic 
agents. NNT is also becoming an increasingly 
popular metric in health economics and outcomes 
research (HEOR). If a clinical endpoint is devastating 
enough (eg, heart attack), drugs with a high NNT 
may still be warranted in particular situations. On the 
other hand, if the endpoint is minor, health insurers 
may decline to reimburse drugs with a high NNT. 
Although ideal NNT ranges are published, there is 
actually no absolute value for an NNT that defines 
whether an intervention or drug is effective or not. 

For instance, aspirin, which may prevent deaths after 
a myocardial infarction, has an NNT of 40 but is still 
regarded as beneficial. 


Interestingly, clinicians, epidemiologists and 
statisticians sometimes view the significance of NNT 
from divergent perspectives; thus, proper calculation 
of NNT is essential to avoid incorrect public health 
impact assessments. 2 Moreover, NNT number is 
more often reported in some disciplines than in 
others — for instance, NNT data are often presented 
in osteoporosis. However, the adoption of NNT 
metric is increasing with an increasing focus on 
HEOR in healthcare. 

Rationale for using NNTs 

Why would you want to use something like an NNT 
and complicate the well established and well known 
statistical measures, such as relative risks (RRs) and 
odds ratios (ORs)? Undoubtedly, widely accepted 
measures should be used for purposes of statistical 
hypothesis testing and to tell us whether a result is 
statistically significant, as one indication of the 
amount of benefit. However, other measures should 
also be applied to understand the full importance of 
the study and its relationship to clinical decisions. 

See pages 852-900 in the AMA Manual of Style 10th 
edition for additional information around this and 
other statistical measures. 

References 

1 . Laupacis et al (1988) An assessment of clinically useful 
measures of the consequences of treatment. N Engl J 
Med, 318: 1728-1733 

2. Pines et al (2012) NNT: does it have any real value? 
Climacteric, 15: 138-42 
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Safely Sentinels: Pkarmacovigih 
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By Ellen Klepack, PharmD 


This month’s column will feature FDA’s proposal to overhaul the Over-the-counter 
(OTC) Monograph Process. 

FDA is looking for innovative ideas to streamline and modernize the OTC Monograph Process, also known as 
the OTC Drug Review, to become more compatible with today’s fast paced world of medicine. A public 
meeting was scheduled for March 2014 to discuss ideas that would promote a more efficient system and allow 
for more timely incorporation of any necessary changes into OTC drug monographs. 


The OTC Monograph Process 

The OTC Monograph Process was developed 40 
years ago as a way to evaluate the safety and 
effectiveness of thousands of OTC products by 
therapeutic class for products that were marketed at 
or prior to its inception. Products that meet the 
conditions set forth in the OTC monograph are 
considered generally recognized as safe and 
generally recognized as effective and not 
misbranded. If an OTC product is able to conform to 
the conditions of the final OTC monograph, and any 
other applicable regulatory requirements, the product 
does not need to obtain FDA approval via the new 
drug application (NDA) review process to be 
marketed. A three step rulemaking process is used 
to create an OTC monograph (Figure 1). The first 
step has been completed for each of the specific 
therapeutic categories and involved advisory panel 
review of active ingredients to determine if they could 
be considered generally recognized as safe and 
generally recognized as effective and not 
misbranded. Additionally, each advisory panel 
reviewed label claims, therapeutic indications, dose 
instructions and warnings about side effects and 
preventing misuse. Conclusions were published in 
the Federal Register as an advanced notice of 
proposed rulemaking (ANPR). The second step of 
the process involves agency review of active 
ingredients in each class based advisory panel 
review of ingredients, public comment on the ANPR, 
and any new data available. The agency’s 
conclusions are then published in the Federal 
Register as a tentative final monograph (TFM, or 


Proposed Rule), followed by a comment period. The 
last step is publication of the final monograph (or 
Final Rule) in the Federal Register. After publication, 
any changes to the final monograph can be initiated 
by FDA or by public petition. 

Challenges of the OTC Monograph Process 

When the OTC Monograph Process was created, it 
was thought to be the most straightforward approach 
to reviewing large categories of active ingredients. 
The system did not take into account the need for 
continuous reexamination and change over time. 

The FDA has identified the following as the largest 
challenges to the OTC Drug Review system: 

• Lack of final monographs for all OTC therapeutic 
categories. The FDA currently has final 
monographs for the majority, but not all of the 
original therapeutic categories. It has been FDA’s 
stance to not pursue regulatory action against 
OTC products that are marketed in conformance 
with the TFM pending a final monograph. There is 
concern that some products may lack sufficient 
data for FDA to make a determination on if they 
are safe and/or effective. 

• FDA’s limited ability to make changes to OTC 
product labels. It is difficult for FDA to respond to 
emerging safety or effectiveness data for products 
that have been marketed under the OTC Drug 
Review in a timely manner. This would also 
include any changes to product dosing based on 
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updated pharmacokinetic information or any 
changes in consumer exposure based on changes 
in pattern of use. The OTC Monograph process 
also does not specifically address product 
formulation or inactive ingredients. 

Limited opportunity for innovation. With a few 
exceptions, OTC monographs are limited to active 
ingredients with dosage forms that were around at 
or prior to the inception of the monograph process. 
The system does not easily accommodate 
innovated changes to an OTC product by a 
manufacturer, such as development of new 
combinations of ingredients or new dosage forms. 


Sources 

1. US Food and Drug Administration. Over-The- Counter (OTC) 
Drug Monograph Process. 

http://www.fda.gov/drugs/developmentapprovalprocess/howd 
rugsaredevelopedandapproved/ucm31 71 37.htm. Accessed 
March 29,2014 

2. Over-The-Counter Drug Monograph System- Past, Present, 
and Future; Public Hearing (notice). Federal Register 79;36 
(February 24, 2014):10168-10172. 
https://www.federalregister.gov/articles/2014/02/24/2014- 
03884/over-the-counter-drug-monograph-system-past- 
present-and-future-public-hearing. Accessed March 27, 
2014. 


Figure 1 : OTC Monograph Process 


Advance Notice Of Proposed Rulemaking (ANPR) 

Tentative Final Monograph 
(TFM or Proposed Rule) 
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Medical Wr ilers Meelup al R oclt Bollom, La Jolla, in Marc L 2014 



Medical Writers, including AMWA members and UCSD researchers/writers met recetly at 
Rock Bottom brewery, La Jolla (UTC area), to share a drink, laugh and have a good time. 
Pictures by Donna Simcoe and Valerie Breda. 
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Brewmaster and Rock Bottom Restaurant screen shots from www.rockbottom.com 




AMWA Pacific Coast Conference 


April 27 to 30, 2014 

Asilomar Conference Grounds 

Pacific Grove, California 

Three days of activities, including a keynote presentation, 

4 credit workshops (including 1 advanced), and 7 open sessions 

Sponsored by 

the Northern California Chapter of the American Medical Writers Association 



Workshops at the Pacific Coast Chapter Conference: 

• Statistics for Medical Writers (Essential Skills) led by AMWA Golden Apple awardee Bart Harvey, 
MD, PhD 

• Introduction to Cancer Pharmacology (Science & Medicine) led by Sunil Patel, BA, MS 

• Fundamentals of Ethics and Practical Applications (Regulatory & Research) led by AMWA Past 
President Arthur Gertel 

• Advanced Data Presentations: Tables, Graphs, and Charts (Advanced) led by AMWA Golden Apple 
awardee Bart Harvey, MD, PhD 

Registration brochure available at 

http://www.amwa.org/calendar_day.asp?date=4/27/2014&event=1493 

To reserve a room at Asilomar, complete the housing reservation request form (available for 
download at www.amwancal.org/pcc) and send it directly to the Asilomar Conference Grounds at the 
address or fax number shown on that form. 

Registration is an online process. You may register online at 
http://www.amwa.org/calendar_day.asp?date=4/27/2014&event=1493 
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April is the month for mailing your 1040s (if you haven’t done so), and undertaking the 
grueling march to the Final Four. Wait, there is more to April. . . Did you know that 
Leonardo da Vinci was also born in April? April 15th, 1452. 


Leonardo was also a writer, and his scientific journals are as prized as the Mona Lisa in 
Louvre. His scientific works are displayed in major museums in the West except for 
one: Codex Leicester which is owned by Bill Gates, but Bill loans it once a year for 
display in different cities around the world. 


—Editor NCAA March Madness 

Scores & Schedule 

< Elite Eight Final Four Championship Game > 


April 5 


Watch live games 


South 

1 Florida 
^ Gators 

Apr 5 

Apr 5 

2 Wisconsin 

Badgers 


East 

&& 7 Connecticut 

^ Huskies 

3:09 PM 

5:49 PM 

8 Kentucky 

Wildcats 

% 


All times are in Pacific Time 
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West Midwest 


